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o What is a Harmonized Standard (hEN) with elements of context 
o Anticipate good practice for the development of hEN specifically for AI
o Set the frame for the development of hEN

Purpose of this presentation
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Abbreviations

EN – European Standard

hEN – harmonized European standard

ENQ – enquiry (equivalent to DIS or CDV)

FV – formal vote (equivalent to FDIS)

SR – standardization request

SRAHG – standardization request ad hoc group

HAS consultant – harmonized standards consultant 

NLF – new legislative framework

PoC – presumption of conformity

EC – European Commission

OJEU – official journal of the European Union
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 Standards are not Legislation! 

ENs in support of EU legislation
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 Standards :
1. Voluntary
2. Consensual
3. Developed by independent 

organisations
4. Reviewed every 5 years
5. Provide specifications and test 

methods (interoperability, 
safety, quality, etc.)

 Legislation :
1. Mandatory
2. Imposed by Law
3. Established by public 

authorities
4. Revised when legislators 

decide
5. Gives requirements to protect 

public interests
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ENs in support of EU legislation
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 New Approach legislations 
o foresee that the ESOs, following a standardization request given by the European Commission will 

elaborate hENs which will offer technical solutions to meet the Essential Requirements 

EU harmonisation legislation 
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 Another principle is related to Conformity Assessment policy: 
o Standards remain voluntary – no obligation to implement standards 

o However, manufacturers and economic operators will have to carry 
the burden of demonstrating that their own technical specifications 
meet the essential requirements – a process that involves a third 
party conformity assessment body 

o Products manufactured in compliance with harmonized standards 
benefit from a presumption of conformity with the corresponding 
essential requirements – manufacturers and economic operators 
may benefit from simplified conformity assessment procedures  
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The NLF consists of:
o EC Regulation N° 765/2008 on accreditation and market surveillance
o Decision N° 768/2008/EC on establishing a common framework for the marketing of products
o EC Regulation N° 764/2008 to strengthen the internal market for a wide range of other products 

not subject to EU harmonization 

EU harmonisation legislation 
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 New legislative framework (2008)
o Objective: enhance level of trust between Member States and 

increase consistency (harmonisation) across all New Approach 
legislations 

o There was a clear need to improve: the overall coherence and 
consistency, the notification process, the accreditation and the 
conformity assessment procedures, the CE marking and market 
surveillance 

o Main purpose: same definitions, same conformity assessment 
procedures, same accreditation and market surveillance system 



© CEN-CENELEC 2022 

 Benefits of using Harmonized Standards under the NLF:
o Elaborated in open and transparent manner 

 fit for purpose (technical relevance)

o Adopted by CEN and CENELEC (and ETSI) 

 fit for the EU market (market relevance)

o (When) cited in the OJEU  provide presumption of conformity with EU legislation

 fit for Member States (EU policy relevance) 

EU harmonisation legislation 

21 March 2022 9



© CEN-CENELEC 2022 

EU harmonisation legislation 

 Presumption of conformity is

o provided when the product complies with 
the hEN that is cited in the OJEU 

o open for anyone (voluntary)

o granted (to the manufacturer or economic 
operator), 

o opposable (to Member States) – provided 
that the hEN is cited in the OJEU, used in 
the design of the product, cited in the 
Declaration of Conformity
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 The European Commission has recently launched an evaluation of the New Legislative 
Framework

o The evaluation will consider how far the New Legislative Framework has been able to accommodate recent market trends and 
developments overall, such as frequent changes to products after they have been placed on the market 
(e.g. due to software updates and upgrades; AI and machine learning; refurbishment and remanufacturing)

o Due to their nature and specifications, more and more products can see their hardware and software modified after they have 
been placed on the market and during their whole lifecycle. Software and firmware improve the functionality, reliability, and 
security of everyday products on a regular basis. 

o AI technologies will also have a greater impact on a products’ functionalities. Moreover, products may integrate different, 
evolving services and processes in complex designs. All those elements are becoming common, as most products contain ICT 
components. 

o Addressing product conformity for products that evolve after being put on the market may represent a challenge for the 
future of the NLF. The NLF should address the way products may be evolving during their lifetime, to support their free trade 
and ensure their continued safety and security

EU harmonisation legislation 
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https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/12654-Industrial-products-evaluation-of-the-new-legislative-framework_en
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What is a harmonized standard? 
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What is a harmonized standard? 
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What we need: 
Standardization 

Request 
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 A harmonized standard (hEN) is a European Standard (EN) developed in response to a 
formal Standardization Request (SR) of the EC

Two (main) types of hEN

What is a harmonized standard?
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• Not for citation in the OJEU 
• Requested by the EC for example to 

address certain standardization gaps
• Can be a basis for the development of 

hEN that will be intended for citation in 
the OJEU

• hEN intended for citation in the OJEU
• Provide presumption of conformity 

(PoC) with EU legislation
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What is an AI harmonized standard?
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 Considerations for the development of the 1st phase hEN

o Standards, deliverables and projects from SC 42 should be considered according to their adequacy, technical 
relevance to the EU context/AI regulation 

o Original work from JTC 21 is necessary only if a gap is technically described or if the SC 42 standards could 
not be made available by the standardization request’s deadline 

o Since, within this 1st phase, the requested standards will not be intended for being cited in the OJEU, the 
European Commission can request the development of standards that will not only relate to a future 
presumption of conformity (i.e. original work from JTC 1, adoption of SC 42 standards or parallel 
development of standards with SC 42 – according to the deadline and the requirements)

The objective of the 1st phase is to develop a coherent and 
fit for purpose set of European Standards
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What is an AI harmonized standard?
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 The SR can for instance request standards:

o In support of the (draft) essential requirements 
 these could be cited in the frame of the 2nd phase 

o To harmonize terminology and concepts
 these could not be cited in the frame of the 2nd phase 

o For management system 
 adoption of ISO/IEC 42001?
 don’t relate to product as such, so might not be cited but can be requested by the EC to have a coherent portfolio 
of harmonized standards

o For risk management 
 adoption of ISO/IEC 23894?
 don’t relate to product as such, so might not be cited but can be requested by the EC to have a coherent portfolio 
of harmonized standards

o Cooperation with other technical committees 
 for the development, adoption or parallel work of relevant standards (e.g. ISO/IEC 27000 series already adopted as 
EN by CEN-CLC/JTC 13) 
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What is an AI harmonized standard?
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 Therefore, within the 1st phase, the focus will have to be put on the development of a coherent set of 
standards for AI
o That will be made available according to the standardization request deadline
o That will be made of standards coming from SC 42 (adoption or in parallel) or pure homegrown ENs 

(those homegrowns EN can normatively reference ISO/IEC standards and possibly relevant standards 
from other organisations (e.g. IEEE) 

o That will address the requirements of the standardization request 

 Since the 1st phase will not request the development of hEN intended to be cited in 
the OJEU, it is not expected to work with HAS consultants to assess the compliance 
of the standards – nevertheless, this 1st phase shall be the occasion to draft hEN
that could be already as much compliant as possible – for their future citation in the 
OJEU (see last part of the webinar) 

 HAS consultant(s) would be involved in the 2nd phase 
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 Standardization Request Ad-hoc group (SRAHG)

 Established upon reception of the first (informal) draft

 Announced together with the announcement of the first web-conference 
and a ‘call’ for nominating experts to the SRAHG:
 BT members and Permanent Delegates 
 Experts nominated by NSBs and NCs 
 relevant Technical Body(ies) 
 relevant Sector Forum and/or Coordination Groups
 CEN and/or CENELEC Partners and Annex III organisations
 Possibly ISO/IEC representatives, EC representatives, ETSI  

 Disbanded after approval/rejection of SReq

© CEN and CENELEC  18CCMC presentation to CEN-CLC/JTC 21 – 2022-03-21 – online 

SRAHG

21 March 2022
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 Standardization Request Ad-hoc group (SRAHG) role

 Ensures prompt coordination between and input from all 
relevant stakeholders including - CEN BT Members and CENELEC 
Permanent Delegates, Partner Organizations as well as other 
relevant parties, during the drafting and approval of 
Standardization Requests

 Provides advice to CEN and CENELEC Technical Boards on the 
acceptance/rejection of the Standardization Request

© CEN and CENELEC  19CCMC presentation to CEN-CLC/JTC 21 – 2022-03-21 – online 

SRAHG
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Purpose of a SRAHG
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 Preparation – consultations on the draft:

o with NSBs and NCs representatives and relevant stakeholders (in particular "Annex III 
organisations“ and interested CEN and/or CENELEC partners)

o EC Vademecum on ‘European Standardisation’ – Part II ‘Preparation and adoption of the 
Commission’s standardisation requests to the European standardisation organisations’:
“The sectoral departments should endeavour to prepare requests that the ESOs will find 
acceptable. The technical content of drafts submitted and the deadlines in them should 
therefore have already been agreed with the ESOs” and “The Commission should submit a 
request to draft European Standards and European standardisation deliverables for formal 
adoption only when it is confident that it will be acceptable to the ESOs.”  

 Hence, establishment of a Standardization Request Ad Hoc 
Group (SRAHG) to focus on the development of a SR that will be 

acceptable 
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CEN & CENELEC role

 SRAHG tasks (1)  The SRAHG will 
 Steer the preparatory work associated with the Standardization 

Requests and in particular issues relating to

 Reasonable deadlines;

 Key aspects that may affect the technical work to be clearly highlighted; 

 Timeframe (considering the possible need for financial support); 

 Resources/expertise (Technical Bodies having to carry out the work); 

 Need for financial support; 

 Dependency and collaboration between the ESOs1, ISO and IEC and their 
involved Technical Bodies. 

© CEN and CENELEC  21CCMC presentation to CEN-CLC/JTC 21 – 2022-03-21 – online 

Purpose of a SRAHG
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CEN & CENELEC role

 SRAHG tasks (2)  The SRAHG will
 Collect, consider and compile comments received during the Technical 

Boards consultations 

 Consolidate the CEN and CENELEC inputs to the EC during the various 
stages of the drafting of Standardization Requests; 

 Agree on the proposal for acceptance or rejection of Standardization 
Requests to the Technical Boards; 

 Once the (final) draft SReq, as submitted by the EC to the Committee on 
Standards (CoS), is available, BT takes a decision taking into account 
the SRAHG position. 

© CEN and CENELEC  22CCMC presentation to CEN-CLC/JTC 21 – 2022-03-21 – online 

Purpose of a SRAHG
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TCs responsibilities

 In SRAHG
 Actively contribute to SRAHG (provide content, etc.)

 Highlight key aspects that may affect the technical work

 Verify proposed deadline according to workload and available expertise 
in the Technical Committee

 Keep in mind  Positive opinion on SReq = commitment from the TC to 
timely deliver the agreed deliverables (in line with SReq)

© CEN and CENELEC  23

Participation in SRAHG is crucial!

CCMC presentation to CEN-CLC/JTC 21 – 2022-03-21 – online 21 March 2022
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TCs responsibilities

 When SReq allocated to a TC
 Prepare Work Programme (usually requested in a short time after the 

notification of the SReq)

 Prepare Annual Report in time (usually 1st Annual Report requested 
after 1 year of the notification of the SReq)
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SRAHG disbanded after SReq
approval/rejection by CEN 

and/or CLC!

CCMC presentation to CEN-CLC/JTC 21 – 2022-03-21 – online 21 March 2022
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How are harmonized standards made?
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CCMC receives 
draft SR

& launches call 
for SRAHG 

participation

SRAHG and EC 
iteratively 

improve draft SR 
until it is 

acceptable for all 
parties 

EC provide
final SR to 

CEN &CENELEC 

CEN & CENELEC 
Technical Boards 
accept or reject 
the SR based on 
advice of SRAHG

CEN & CENELEC 
develop the 
requested 
standards

Standards made 
available - and then 
cited in the OJEU (in 
case the SR calls for 
the development of 

hEN intended for 
citation in the OJEU)
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Workflow – European Commission
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Workflow – CEN and CENELEC
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Commission 
planning (AUWP)

Drafting and 
consultation 

(ESOs, Annex III 
organizations, 

relevant 
stakeholders, 

etc.) 

Commission 
Inter-service 
consultation

Circulation and 
consultation in 
Committee on 

Standards

Vote in 
Committee of 

Standards

Adoption and 
signature by EC 

Notification to 
ESOs

Very important for 
CEN and CENELEC community

CCMC presentation to CEN-CLC/JTC 21 – 2022-03-21 – online 
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hEN intended for citation: requirements

 Beyond the compliance to the requirements in the 
standardization request, hEN intended for citation 
shall comply with the “horizontal” requirements that 
allow the citation of hEN in the OJEU

 Whether we like it or not, the James Elliott judgement 
of the EUCJ considers that harmonized standards are a 
measure of EU law after citation in the OJEU. Since 
their development is entrusted to private 
organisations (ESOs), it follows that this assignment 
must be a “controlled delegation” in which the 
European Commission plays a fundamental role 
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 HAS consultants should be available (in the 2nd phase) to perform the task of assessing whether the hEN
are “compliant”. In doing so, the HAS consultant assesses whether the requirement in the regulation and 
in the standardization request have been properly addressed. 

 The HAS consultant also assesses the hEN respect the horizontal (and possibly vertical) checklist(s) for 
HEN, as well as the compliance with the CEN and CENELEC Internal Regulations Part 3 (which are based on 
the ISO/IEC directives part 2) 

 The HAS assessments on the compliance of the HEN help the EC in assessing the suitability for the citation 
of the HEN in the OJEU – however, the assessment results are not binding for the EC 

What is at stake: 
 even if the 1st phase HEN are not intended for citation
 JTC 21 and any other relevant TC needs to draft them in the spirit of a future citation 
 clear any compliance issue from the start!

hEN intended for citation: requirements
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1. Clear Scope

2. Normative references – must be dated 

3. objectively verifiable requirements and test methods

4. Risk assessment and risk reduction 

5. Neutrality principle

6. Annex ZA (CEN) or Annex ZZ (CENELEC)

7. Compliance with horizontal and sectorial checklists

Requirements for citation - overview
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 The scope of the harmonized standard shall be concise and clear and worded 
as a series of statements of facts. In line with CEN-CENELEC Internal 
Regulations Part 3 (and ISO/IEC Directive Part 2), the scope shall not include 
requirements, permissions or recommendations. The scope shall be 
consistent regarding content covered by the standard.

 The scope of the standard could be broader than the relationship between 
the standard and the requirements of the EU legislation.

1. Requirements for citation – scope 
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1. Requirements for citation – scope 
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 The CEN-CENELEC Internal Regulations – Part 3 include provisions on the use of normative references. 

 The normative references shall be dated, active and published 

 Non-dated normative references are exceptionally possible if:
o The normative reference is not relevant for compliance with essential requirements or

o The normative reference is relevant for compliance with essential requirements but the implications of modifications to the 
referenced document for the compliance with essential requirements have been duly considered (to be explained in a dedicated 
Technical Body justification, which will have to be provided to the HAS consultant).

 As a general principle, all normative references must be EN, ISO or IEC standards. If EN, ISO and IEC 
standards do not exist, exceptionally, other standards could be used under certain conditions:
o The references must comply with the ISO/IEC Directives Part 2

o The document needs to be available for possible consultation by the HAS consultant or the European Commission.

 CEN and CENELEC have developed a proper guidance document on these aspects. Moreover, it is expected 
that the standardization request will address the aspects of possibly referencing IEEE standards

2. Requirements for citation – normative references 
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2. Requirements for citation – normative references 
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 The hEN shall contain objectively verifiable requirements and test methods – in line with the CEN-CENELEC 
Internal Regulations Part 3 and the ISO/IEC Directives Part 2: “Expression in the content of a document 
conveying objectively verifiable criteria to be fulfilled and from which no deviation is permitted”.

3. Requirements for citation – requirements & test methods
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 Only those requirements which can be verified shall be 
included. Phrases such as “sufficiently strong” or “of 
adequate strength” shall not be used because they are 
subjective statements.

 Furthermore, technical requirements that are not linked 
to the EU legislation’s essential requirements shall be 
covered in separate clauses in the standard. Similarly, 
separate EU-related requirements (e.g. Machinery?) shall 
be covered in separate clauses. This particular point of 
attention may require some evolutions in the structure of 
the SC 42 standards.
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3. Requirements for citation – requirements & test methods 
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 If a hEN deals with safety or security aspects, the relevant hazards must be identified, and the risks reduced. 

 There is no particular template for such a risk assessment, however it should rely on 
o CENELEC Guide 32 ‘Guidelines for safety related risk assessment and risk reduction for low voltage equipment’. 

o See also an example on how CLC/TC 23E uses CENELEC Guide 32 for its risk analysis and self-assessment.

4. Requirements for citation – risk reduction  

21 March 2022 37

https://boss.cenelec.eu/media/Guides/CLC/32_cenelecguide32.pdf
https://boss.cenelec.eu/media/bs0h2qaf/clc_guide32_implementation_example.pdf
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 For compliance purposes, the hEN must respect the neutrality principle – in line with the ISO/IEC Directives 
Part 2, clause 33.1.

5. Requirements for citation – neutrality principle 

21 March 2022 38

 The standard shall not contain clauses imposing 
requirements or obligations on or between certain economic 
operators 
o (e.g. requirements are set to an economic operator and its competence 

or resources instead of to product design and product properties).

 The standard shall not contain clauses imposing first, second-
or third-party conformity assessment.

.
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5. Requirements for citation – neutrality principle 
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 Annex Z details which essential requirements or parts of the legislation are covered

 For the drafting of the informative Annex ZZ, the latest template shall be used 

 The rows shall be placed in the order of the legal requirements.

 If a legal requirement is claimed as covered in the Annex ZZ, this requirement shall be clearly addressed by a 
clause/sub-clause of the standard.

 If a standard deals with aspects which are outside the scope of the EU legislation, clauses/sub-clauses 
dealing with these aspects shall not be referred to in the informative Annex ZZ.

 For further information on the drafting of Annex ZZ, see the Webinar on Annexes ZA/ZZ to CEN/CENELEC 
Harmonized Standards.

6. Requirements for citation – Annex Z
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https://www.youtube.com/watch?v=Ttb2pxeOzDs


© CEN-CENELEC 2022 

7. Requirements for citation – Checklists
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 EC general checklist
o Verification of procedural formalities

o Quantitative verification as regards the legal requirements aimed to be covered on the basis of 
the standardisation request

o Qualitative assessment as regards the legal requirements aimed to be covered

 CEN and CENELEC checklist
o European foreword

o Scope

o Normative references

o EU Legal text in the standard

o Risk reduction

o Neutrality principle

o Annex Z (ZA in CEN, ZZ in CENELEC)
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7. Requirements for citation – EC Checklist (1/2)
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7. Requirements for citation – EC Checklist (2/2)
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7. Requirements for citation – CEN-CENELEC Checklist (1/3)
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7. Requirements for citation – CEN-CENELEC Checklist (2/3)
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7. Requirements for citation – CEN-CENELEC Checklist (3/3)
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 Funding can be requested to the European Commission outside the normal funding 
procedure with the following steps:
1. Filling in the project description document 
2. The proposal is submitted to CEN/BTWG 217 ‘Prioritization of contracts requesting co-

funding from EC’ for approval 
3. Drafting the quotation together with people from the agreement units 
4. CEN to launch call for interest, inviting candidates to apply for receiving funding
5. Proceed with a selection panel (usually the TC officers and CCMC) to select the experts 

that will receive funding
6. Creation of a dedicated project team (PT) within the TC to deal with the funded work

Funding request to the EC
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 See CEN & CENELEC Guide 16 “Request for EC financial support – Guidance 
to the secretariat/convenorship of the responsible technical body”

Funding request – additional information
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https://www.cencenelec.eu/media/Guides/CEN-CLC/cenclcguide16.pdf


European Standardization Organizations

Thank you for your availability and attention!

ckohler@cencenelec.eu
lhernalsteen@cencenelec.eu
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